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Dearrh’. Yetky

Nbticeish&ebyfjveu perwantto themquirementsof~on403(r)(6) (21 U.S.C. 343 (rjj6))
dheFederalFocM Drug and CosmeticAct of Statementsof nutritional$upportwhiohhave
kdeontie~d btie-hmmtion ~tieti~oftied~
supplexnmtMelatonin1rngwithViB-6 1 mgtablet. Melatonin 1 mgwith VitaminB-6
1mgtabktwill be firstmarketedwiththesestatementof nutritionalsupport OriJune 17,1996.
The statementsof nutritionalsuPPOrtareasfollowx-. ..

hid:

WARNINGS TAKEONLYONETABLETPERDAY. NOT FOR CHILDRENUNDER
l& DONOTUSEIFPREGNANTORNURSING,ORIF TRYINGTO (X)NCEIVE(BOTH
MEN AND WOMEN). FOR RELIEF OF OCCASIONAL SLEEPLESSNESS. IF
SISEPLESSNESS PERSISTS CONTINUOUSLY FOR MORE THAN 2 W@KS,
~NSULTYOURDOCTOIL DO NOT TAKETHIS PRODUCTIF YOU ARE TAKING
SEDA- OR TRANQUILEERS OR UNDER MEDICA~ON WITHOUT
CONSULTINGYOURDOCTOR(SEE ENCLOSEDINSERT).*

Mdatonin helpsregulateyo~ sleepcydq resultingin qualitysieop. This is especidy useiid
fixtravekm andshiftwodaxs. Thispmduot is also an exceiknt source of Wamin B4 which
is needed for your body’snaturalWily to produoernelatonin.*

I
*mE sTA~ HAVE NOT BEEN EVALUA~ BY THE FOOD AND
DRUGADMIIWIRATION. THIS PRODUCTIS NOT INTENDEDTO DIAGNOSE
TREAT, (XI@ OR PREVENTANYDISEASE.

A Labelcopy is attached.
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Labdiig

MELATONIN
withVitaminB-6

Dietary Suppkment

Dietary Supplementi* .

Melatonirc Melstoninis producedby the tinypined gland situated at the cater of kbrsia The
pined g!and’sproductionof melatoninvariesboth with the time of day, and with age Production
of melatoninis dramaticallyincreasedduringthe nighttime hours and decreasesduringthe day.

‘Ile ikctthat thelightcycleafkts melatoninproduction led to the befiefthat nighttime production
of melatoninis an importantfkctorin producingsleep.

Experim-on began about 5 years ago, with findings that adminkdon of melatonindoes
indeed bringabout sleep. ~e&@hk--&~(l),&e-(2)dtitie
dderly(’3). ~=tiagdtito titim~tih~s -tieo-d-of
sleep. ~k~--fortiowtiokm=~-k~~-
traveks across tine zone%and individualswho have difiiadty adjusting to seasonalohangesin
dayhlightlength.

~Itamin ~ vitaminB-6 is a tllldhiOlldvitam@ so is dOWd in dietary SU@XIl@S Vi
B-6 is requked for normal biochemicalproduction of mdatonin &em @pto@an (4,5). It can
therefore be stated that Vi B-6 is requkd to maintainthe body’s natural abii.to produce
mekmin. ‘II&statement wouldbe supportedby a produot which deliversa significantnutritional
amountof VitaminB-6, i.e. containingat least 10?! of the RecommendedDailyIntake per serving.

SafeiyY

The dose range tithe eadk$t study (1) on melatonin and sleep was 0.1 mg to 10 mg. The most
effbc.tivedose was 1 mg. The IOmg dose was less effective. The later study (2) by this group
indicatedthat the dosagesof 0.3 mg and 1 mg were equallyeff&tive.

We recommendthata mektoninproductforuse as a sleepaid contain no more than 1 mg per dose.
This is an effkctivedose,and there is no reason to exceed it.
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VhminB-6isquitesa6q withtoxioi@noted odyafler prolonged intalceatmanytimestk
Refbrencehilyhtalce (6).

YIHESESTATEMENTSHAVBNOT BEEN EVAWA- BYTHEFOOD ANDDRUG
ADMINISTRATION.THIS PRODUCT IS NOT INTENDEDTO DIAGNOS~ TREAT,
CUREORPREVENTANYDISEASE.

ALabeUng&pyisattackd.
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A subsidimyof
xedle@In&national Inc.

Ramesh CbamkePandey, Ph.D.
Pre&d@ and CEO
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